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CDRH-contact David M. wh~pple 
IWZ-MO), rddnrrr above. The labeling 
Of the ScP Sn (unlfocon A) Rlgid Gea 
permeable Contact Lens for Dally Wenr 
(clear. blue, and green tinted) states that 
the lenr Ir to bo u&ad only with certain 
solullons for dlrlnfectlon end other 
purp~sss. The restrlctlve labeling 
iaforms new utmm that they must avold 
using certain productr, such BB solutions 
intended for ut~e with hard contact 
lensee only. 
Ctppddty for Admlnistradvs Revlew 

S&Ion 515(d)(3) of the Federal Food, 
bug, and Cosmetic Act {the act) (Z’l 
U.S.C. sti(d)(s)) authorizes any 
Interested Person to petitlon. under 
aecllon 515(g) of the act (21 U.S.C. 
36&t(g)), for administrative review of 
CDRH‘e decision to approve this 
application. A petitioner may request 
either a formal hearing under part 12 (21 
CFX part 12) of FDA’s adminietrative 
practices and procedures regulations or 
e review of the application and CDRH’s 
action by an independent advisory 
committee of experts. A petition is to be 
in the form of a petition for 
reconsideration under 4 10.33(b) (21 CFR 
10.33(b)). A petitioner shell identify the 
form of review requested (hearing or 
independent advisory committee) and 
shall submit with the petition supporting 
data and information showing that there 
is a genuine and substantial issue of 
material fact for resolution through 
administrative review. After reviewing 
the petition, FDA will decide whether to 

grant or deny the Petition and will 
publish a notice of its decision in the 
Federal Register. If FDA grants Lbhe 
petition, the notice will etate the issue to 
be reviewed, the form of review to be 
used, the persons who may participate 
in the review, the time and place where 
the review will occur, and other details. 

Petitioner8 may, at any time on or 
before May T,~QQX. file with the Dockets 
Management Branch [address above) 
two copies of each petition and 
supporting data and information. 
identified with the name of the device 
and the docket number found in 
brackets in the heading of this 
document. Received petitions may be 
seen in the office above between Q a.m. 
end 4 p.m.. Monday through Friday. 

This notice ia iasued under the Federal 
I~ood. Drug, and Cosmetic Act (sections 
!ils(d), szo(h) (21 1J.S.C. %oe(d). aeoi(hll) 
and under authority delegated to the 
Commisrtioner of Food and Drugs (21 
CFR. 5.10) and redelegal’ed to the 
Director. Center for Devicea and 
Radklogicul Health (21 Cm 5.53). 

D~lad:MurC!l22,Iwl. 

ENsAath D. iocobnn, 
Acting LVreclor, Center for ~vIcas onft 
tWiOlO#lCldlklltll. 

(FR Dot. m-7514 Plled 9-28-81: &lb em) 
anuMa cwa 4HDQi-N 

IDoctcat No. BlP-dQt61 

Cottaf#a - Devletkrq From 
fmndard et IdenUtv; TelnpoMy 
Psrmit for MMtet la8Ung 
A<LUJCY: Food and Drug Administration, 
HI-B. 
A~IWNZ Notice. 
SUYYIIY: The Food and Drug 
Administration (FDA) is announcing 
that a temporarv permit has been issued 
to Bluon Foods Co., to market test a 
product designated aa “nonfat cottage 
cheese” that deviates from the US, 
standarda of identity for cottage cheese 
(21 CFR 133.128), dry curd cottage 
cheese (21 CFR 133.129). and lowfat 
cottage cheeee (21 CFR 133.131). The 
purpose of the temporary permit is to 
allow the applicant to measure 
consumer acceptance of the product. 
identify mass production problems. and 
aaseas commercial feasibility. 
DATESZ This permit is efft?CtiVt? for 15 
months, beginning on the date the food 
i8 introduced or caused to be introduced 
into interstate commerce, but not later 
than July ~1981. 
FOR FURTNER INHw)WAfK)N COMTAMS 
Frederick E. Boland. Center for Food 

Safety acd Applied Nutrition (WAIF- 
414), Food and Dru Adminietratioa, 
200 C St. SW., Was mgton. DC 2020% 8. 
202-465-0117. 

lWPttEMENTAt?Y IWFOAYATWN: h 
accordance with 21 CFR 130.17 
concerning temporary permits to 
facilitate market testing of foods 
deviating from the requirements of the 
standard6 of identity promulgated under 
section 401 of the Fed&al Food. Drug. 
and Cosmetic Act (21 U.S.C. 341), FDA is 
giving notice that a temporary permit 
has been issued to Bison Food8 Co., 108 
Scott St.. Buffalo. NY 14204. 

The permit covers limited interstate 
marketing teat8 of a nonfat cottage 
cheeee. formulated from dry curd 
cottage cheese and a dreseing. such that 
the finished oroduct contains from 0.1 to 
0.3 percent Ailkfat. The food deviates 
from the U.S. standard8 of identity for 
cottage cheese (~1 CFR 133.128) and 
lowfat cottage cheese (22 CFX 133.131) 
in that the milkfnt content of cottage 
chetxm in not IenB than 4.0 percent, and 
that the milkfat c-ontent of Iowfnt 
cottage cheese rengee from 0.5 to 2.0 
percent. The test product also deviate6 

from the U.9, rtandard of Identity for 
dry curd cottage cheese (21 CFR GK~.IZW) 
bacauaa of the added drsrrlng. TIM mt 
product mseh ~11 wqulrementr of the 
slandardr with the excuptlac~ of there 
devletlonr. The purpore of the variation 
fr to offer the consumer a produci Dust is 
nutritionally equlvalsnt to cottage 
&ease productr wltb drerrlng but 
contains lerr fat. 

For the purpose of thir permlt. lhe 
name of the product Is “nonfat cottage 
cheese.” The Information panel of the 
label will bear nutrition labeling in 
accordance with 21 CFR iM.9. 

Tbls permit provides for the 
temporary marketing of ~0.000 pound8 
(220,000 kilograms) Ln &%gram (X0- 
ounc8) contalnere of the tert product. 
The product will be manufactured at 
Bison Foods Co., Division of Upstate 
Milk Cooperatives, Inc., 198 Scott St., 
Suffalo, NY 1420% and distributed in 
Connecticut, Delaware, fndlana, 
Kentucky, Maine, Maryland, 
Massachusetts. Michigan, New 
Hampshire, New Jersey, New York. 
Ohio, Pennsylvania. Rhode Island. 
Virginia, Vermont, and West Virginia. 

Each of the ingredients used in the 
food must be declared on the label a8 
required by the applicable section8 of 21 
CFR part 1M. 

T&I pedt if3 effective for 15 month& 
beginning on the date the food ie 
introduced or caused to be introduced 
into interstate commerce, but not later 
than July 1.1982. 

Dated: March 22.198X 
Deujjlns L AFcbsr. 
Acfing Director, Center for !bod safcrv and 
Applied Nutrition. 
[FR DOG. ~-7558 Filed 3-M: 8:45 am] 
RlLuNa WfnE 41oo-o1-u 

[Docket No. SlM-OOll~I 

Sok/Bnme+Hlnd; Prmmarket Approu,et 
of Fluoroconfy (Paflutocon B) Rtskt 
Oil* psm contact LefMea for 
Daily and Extended Wear (Ckw Md 
Ttnted) 
AOLNEY: Food and Drug Administration, 
HHS. 
ACTION: Notice. -_-- _l--_._-.-. .- 
SIJMUARY: The Food Rnd Dmg 
Adminiatration (FDA) is announcing its 
approval of the supplemental 
application by Sola/Barnes-Hind, 
Sunnyvale. CZA, for permarket ~pprov~t. 
under the Medical Device Amcndmrnts 
of 1978. of the spherical Fluorocon T’1 
(paflufocon B) Rigid Gas Premeable 
Contact Lenses for Daily and Extended 
Weor (Clenr and Tinted). The lenses an: 



- 
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to be manufaclured under an agreement 
with Paragon Optical, Mesa, AZ, which 
haa authotired Sola/Bamer-Hlnd to 
incorporate Information contaIned in its 
appmved premarket approval 
eppllcalion and related supplement for 
the FluoroPerm +y (paflufocon A) Rlgld 
Gas Permeable Contact Lenses for Daily 
Wear and FluotoPetm” 00 (paflufocon B) 
Rigid Gas petmeeble Contsct Lenses for 
Daily and Extended Wear (Clear and 
Tinted). FDA’s Center for Devices and 
Radiological Heallb (CDRH) notified the 
applicant, by letter of December 28, 
I~w), of the approval of the application. 
DA’IU: Petitionfi for adminietrative 
review by May 1,190X 
-8seI: Written requests for copies 
of the summary of safety and 
effectiveness data and petition* for 
administrative revie .v to the Dockets 
Management Branch (HFA-305), Food 
and Drug Administration. Room 4-62, 
5800 Fisherrr Lane, Rockville. MD 20857. 
FOR FuRTNER INFORMATION CONTACT: 

David M. Whipple, Center for Devices 
and Radiological Health (HFZ-460). 
Food and Drug Administration, 1390 
Piccatd Drive, Rockville, MD 20850, 
301-427-1080. 

SUFFLEYENTARY INFORYATIOW: On 
September 29, ‘198% Sola/Bames-Hind. 
Sunnyvale, CA 94086-5200, submitted to 
CDRH a supplemental application for 
premarket approval of the spherical 
FluoroconN (paflufocon B) Rigid Gas 
Permeable Contact Lenses for Daily and 
Extended Wear (Clear and Tintedj. The 
Fluotocon= (paflufocon B) Rigid Gae 
Permeable Contact Lenses (Cleat iand 
Tinted) ate indiceted for daily wem and 
extended wear from 1 to 7 days between 
removals for cleaning and disinfection 
as recommended by the eye care 
practitioner. T’he lenses ate indicated for 
the correction of visual acuity in not- 
aphakic persons with nondieeaeed eyes 
who are myopic or hyperoic and may 
have comeal astigmatism of 4.00 
diopters (D) or less that doe3 not 
interfere with visual acuity. The daily 
wear lensea mnge in powers from 
-20.00 D to il2.00 D and the extended 
wear lenses range in powers from 
-20.00 D to +8.00 D. These lensee are 
to be disinfected using a chemical lens 
care eyetem. ‘The lenses are available in 
untinted (cleat), blue, or green tints. The 
tinted lenses contain one or both of the 
color additives, D&C Green No. 6 and 
D&C Yellow No. 10, in accordance with 
the color add,itive listing provisions of 21 
CFR 74.3200 end 74.3710. The 
application includes authorization from 
Paragon Optical of Mesa. AZ 85204, to 
incorporate informtltion contained in its 
approved premarket approval 

application and related supplement for 
the Fluotopetm” (paflufocon A) Rigid 
Car Permeable Contact Lenrer for Dally 
Wear and PluotoPettn~ 80 (paflufocon B) 
Rigid Gao Permeable Contact Lenses for 
Daily and Extended Wear (Clear and 
Tinted). 

On December 28,18&K& CDRH 
apptoved the application by letter to the 
applicant from the Director of the Office 
of Device Evaluation, CDRH. 

A summary of the safety and 
effectikeneas data on which CDRH 
baaed its approval ie on file in the 
Dockets Management Branch (address 
above) and ie available from that office 
upon written request. Requests should 
be identified with the name of the 
device and the docket number found in 
brackets in the heading of thin 
document. 

A copy of all approved labeling is 
available for public inspection at 
CDRH-contact David M. Whipple 
(HFZ--46Q address above. The labeling 
of the Fluorocon” (paflufocon B) Rigid 
Gas Permeable Contact Lenses for Daily 
and Extended Wear (Clear and Tinted) 
states that the lene is to be used only 

with certain solutions for disinfection 
and other purposes. The restrictive 
labeling informs new user8 that they 
must avoid using certain products, such 
as solutions intended for use with hard 
contact lenses only. 
Opphmity for Administrative Review 

Section 515(d)(3) of the Federal Food. 
Drug, and Cosmetic Act (the act ) (21 
U.S.C. 36Oe(d)(3)) authorizes any 
interested person to petition, under 
section 515(g) of the act (21 U.S.C. 
36Oe(g)], for administrative review of 

CDRH’e decision to approve this 
application. A petitioner may request 
either a formal hearing under part 12 (21 
CFR part 12) of FDA’s administrative 
practices and procedures regulations or 
a review of the application and CDRH’B 
action by an independent adviaory 
committee of experts. A petition ie to be 
in the form of a petition for 
reconsideration under B 10.33(b) (21 CFR 
10.33(b)). A petitioner shall identify the 
form of review requested (hearing or 
independent advisory committee) and 
shall submit with the petition supporting 
data and information showing that there 
ie a genuine and substantial issue of 
material fact for resolution through 
adininiettative review. After reviewing 
the petition. FDA will decide whether to 
grant or deny the petition and will 
oublieh a notice of its decision in the 
sederal Register. If FDA grants the 
petition. the notice will state the issue to 
be reviewed, the form of review, to be 
used, the persons who may participate 

In the review, the time and place where 
!he review will occur, end othe detailr. 

Petitloners may, at any Lime on or 
before (hfey I, IWI, file with the 
Docketn Management Branch (sddrerr 
above) two coplen of each p&ion and 
ruppotiing data and information. 
Identified wkh the name of the device 
and the docket number found in 
brackets In the heading of thir 
document. Received petltlons may be 
oeen in the office above between 9 a.m. 
and 4 p.m., Monday through Friday. 

This notice L issued under the Federal 
Food, Drug, and Cosmetic Act (sets. 
616(d), 620(h) (21 U.S.C. 3&%(d), 3@(h))) 
and under authority delegated to the 
Commissioner of Food and Drug? (21 
CFR 5.10) and redelegated to the 
Director, Center for Devices and 
Radiological Health (21 CFR 5.53). 

Deted: March 22. 1Wl. 
EUzabeht D. Jacob@on, 
Acting Dimctor, Center for Devices ond 
Radiological Health. 
[FR Dot. 61-7516 Filed 3-2%8X 8:45 amj 
munm COOE 41tmal-m 

wockot No. 01M-owQ1 

vision nchnotog~ Intafnatlond; 
Promarket Approval of Model0 &21-A 
and h21-B !Jltmdoiat-m 
Posterior Chamber hWaoculaf L8nses 
AOENCY: Food and Drug Administration. 
HI-S. 
ACTION: Notice. - 
SUYYARY: The Food and Drug 
Administration (FDA) is announcing its 
approval of the application by Vision 
Technologies International. San Dimas, 
CA, for premarket approval, under the 
Medical Device Amendments of 1976. of 
the Models. A21-A and A21-B 
Ultraviolet-Absorbing Posterior 
Chamber Intraocular Lenses (IOL’s). The 
IOL’s are to be manufactured under an 
agreement with Newleneco, MJnKIVia, 
CA, which has authorized Vision 
Technologies International to 
incorporate information contained in ita 
approved prematket approval 
application for the Newlensco W 
Classic Series* Posterior Chamber 
10~‘s. FDA’s Center for Devices and 
Radiological Health (CDRH) notified the 
applicant, by letter of February 28.1991. 
of the approval of the application. 
DATES: Petitions fOt adtOiOiS~ta~iVe 

review by May 1.1990. 
ADDRLSSEI: Written requests for copies 
of the summary of aaiety and 
effectiveness data and petitions for 
administrative review to the Dockets 
Management Branch (HFA-305). Food 
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